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IN THE IOWA DISTRICT COURT FOR POLK COUNTY

STATE OF IOWA ex rel.
THOMAS J. MILLER,
ATTORNEY GENERAL OF IOWA

Plaintiff,
V.

TRAVIS AUTOR,
EQUITY No. EQCE

EMILY AUTOR,
MICHAEL PAVEY,
PETITION

REGENERATIVE MEDICINE AND ANTFk
AGING INSTITUTESOF OMAHA, LLC,

OMAHA STEM CELLS, LLC, and

STEM CELL CENTERSLLC,

Defendants

COMES NOW thestate of lowa ex rel. Attorney General Thomas J. Mibigrand
through Assistant Attorneys General Amy Licht and J. Andrew Cedemtaddtates as follows
in this enforcement proceeding against the abwmmed Defendants under the lowa Consumer

Fraud Act, lowa Code section 714.16 and the Older lowans lowa Code ection 714.16A:

INTRODUCTION

According to thdJ.S.Food and Drug Administration (FDA)tesn cellsare Jsjometimes

caled WKH ERG\YV uPD\KWH D UFHH WXWH FHOOV WKDW 3GHMHORS LQ\

1 FDA Warns About Stem Cell TherapiesS.Foob & DRUG ADMIN.,
https://www.fda.gov/consumers/consurugrdates/fdavarnsaboutstemcell-therapieglast visited July 13, 2020).
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DOO RI WKH ERG\TV R Wtkbtdl W rdpdy Gester® wepladh & tdgeherate cells,
and couldoossiblybe used to treat many medical conditions and deséemphasis in
origina)2? 5SHVHDUFKHUV 3KRSH VWHP FHOOV ZLOO RQH GD\ EH HII
medical FRQGLWLRQV DQG GLVHDVHV
Stem cell therapy has not yet been proven safe and effective for most medical
conditionst $FFRUGLQJ WR )'$ RIILFLDOV 3>S@ ¥&GsnsIKHG GDWD Gl
uncontrolled trialplus a few weHcontrolled, randomized trials have not reliably demonstrated
the effectiveness of stenell treatmentgvenin some of the most systematically studied
F R Q G L W LARtQIsiTe, he only stem celbased productapproved by the FDA affer
treatment of certain disorders that affect the body system involved in the production df blood
Exosomes are ithe beginningtage of scientific studyExosomes are not cells. They
areextracellular vesicleseleased fronstem cells. Exosomes wer first described by scientists
in the late 1980sand less is understood about exosomes than stem cells. There are-no FDA
approved exosome products for any medical condftion.
The potential of stem cell therapy and exosome therapy has created significan

opportunity forthe proliferation of false, deceptive and misleading claims. Indeed, in a

21d.

31d.

41d.

5 Peter W Marks et al.Clarifying StemCell Therapy’s Benefits and Risks, 376 NEW ENG. J.MED. 1007, 1008
(2017).

6 See FDA Warns About Stem Cell Theragie§.Foob & DRUG ADMIN.,
https://www.fda.gov/consumers/consurugrdates/fdavarnsaboutstemcell-therapieglast visited July 13, 2020).
7 James R. Edga@Q&A: What are exosomes, exig®, BMC BIoLOGY, 1 (2016),
https://bmcbiol.biomedcentral.com/track/pdf/10.1186/s129160268z.

8 Michael Eisensteinnside the stersell pharmaceutical factorySCIENTIFIC AMERICAN (June 17, 2020),
https://www.scientificamerican.com/custemedia/natue-outlook-extracellulasrna/insidethe- stemcell-
pharmaceuticafactory/.

9 Public Safety Notification on Exosome ProduttsS.Foob & DRUG ADMIN ., https://www.fda.gov/vaccines
blood biologics/safetyavailability-biologics/publicsafetynotificationrexosomeproducts(lag visited July 13,
2020)
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6HSWHPEHU FRQVXPHU XSGDWH WKH hdveb&eb ale® FRQV XPI
everything from curallstomrDFOH WUHDWPHQWYV> @ "t be(ee heiIgy@ERUHG WK
Some unscrupulous providers offer stem cell products that are both unapproved anerufiprov
JRUPHU )'$ &RPPLVVLRQHU 6FRWW *RWWOLHE VWDWHG WKDW
widespread belief in the eventual promise of [stem petiflucts, flouting the statutes and [FDA]
UHJXODWLRQV DQG GHFH L §elliqulpudritd thetapieg, aht fal€e@ H JD O O \ «
SURPRWLQJ WX Hhé&JFEANQsHIdo \¥SKed warnings about unapproved exosome
therapes In a December 2019 pubkafety notification, the agency cautioned consumers about
SVHULRXVY DGYHUVH HYHQWV™ VXIIHUHG E\ SDWLHQWY WUHDW
FRQWDLQL Q Jin Ndbragk Rl \édvised that unsubstantiated claims about exosomes are
deceptiveand risky!?

Defendantdravis Autor Emily Autor, Michael Pavey anthe Defendant companiase
DQ H[DPSOH RI WKH VRUWY Rl 3 XQVFUXSXORXVY SURYLGHUV™ V
Starting in April 2018 and through at least fall 2019, Defetslean a stem cell clinic in Omaha,
Nebraska.At their clinic and in advertisements directed to lowans, includtoyer 90live
events throughout the state, Defendaatgertised and solahproven stem cell and exosome
treatments they claimed could tteeure, prevent, or reverse a wide variety of medical

conditions. They even claimed they could turn back the process of aging itself.

FDA Warns About Stem Cell TherapiesS.Foob & DRUGADMIN.,
https://www.fda.gov/consuers/consumetpdates/fdavarnsaboutstemcell-therapieglast visited July 13, 2020).
11 statement by FDA Commissioner Scott Gottlieb and Biologics Center Director Peter, M&8KSoob & DRUG
ADMIN. (Apr. 3, 2019, https://www.fda.gov/newsvents/presannouncements/statemeddt-commissionesscott
gottlieb-md-andbiologicscenterdirectorpetermarksmd-phd-fdas

2 public Safety Notification on Exosome ProduttsS.Foob & DRuUG ADMIN. (Dec. 6, 2019),
https://www.fda.gov/vaccinelloodbiologics/safetyavailability-biologics/publicsafetynotificationrexosome

products
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https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/public-safety-notification-exosome-products
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/public-safety-notification-exosome-products

E-FILED 2020 JUL 16 8:37 AM POLK - CLERK OF DISTRICT COURT

Regardless of the ailment, Defendants sought to be the costiglturiéhey targeted
older lowans, many afflicted ¥ serious medical problems involving painful and chronic
symptoms, with claimsonsumersF RXO G 3JHW \RXU OLIH EDFN ~ )RU FRQVXI
apparent health issues, Defendants claimed they could slow or prevent illnesses that had not been
detected. Thecharged victims thousands of dollars for these treatments, which are not covered
by insurance.

Underthe ,RZD &RQVXPHU )UDXG $FW ,RZD & m®mGBEWIHFWLRQ
make performance claims for a product or service mmag¢ a reasonable bafs those claims
at the time they make themefendants lacked the required substantiation to support their claims
about stem cell therapy and exosome therapy and engaged in false, miskzadbiegeptive
conductand unfair practices in treale and advertisementsttm cell and exosome therapy
lowa. Throughout their operation®efendants conflated tipotentialfor stem cell and
exosome therapy with thgresentin their efforts to separate as many lowans as possible from
their money irough unproven stem cell therapi€his lawsuit undethe CFA and the Older
lowans Lawseeks a permanemjunctionagainst Defendants to stop them frommsiling
additional lowa victimsanorderdirectingthem to reimburse money victilspent on bunk
treatmentandimposingcivil penalties for their false, misleadirgnd deceptiveonductand
unfair practicesand otherelief.

PARTIES AND VENUE

1. Thomas J. Miller is the Attorney General of the State of lowa, and is expaesistyrized
to enforce the CFA under lowa Code sectiti®.1§7).
2. Defendant Omaha Stem Cells LLC (OS€#a Nebraska Limitetiability Company with

its principal place of business2839 South 168Avenue, Suite 2E in Omaha, Nebraska.
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OSC did business lowa under the name Stem Cell CentéisC. At all timesrelevant
hereto, OSC advertiseohd sold stem cell therapy aedosome therapthat it claimed

could treat, cure, preverdr reverse various medical conditions and the aging process to
consumers imowa. OSC was administratively dissolveg the Nebraska Secretary of
Stateon June 29, 2019.

. Defendant Regenerative Medicine and Algiing Institutes of Omaha, LC (RMAI) is a
Nebraska Limited Liability Company with its principal place of busines839® $outh

168" Avenue, Suite 2E i®@maha, NebraskaJpon information and belief, RM took
RYHU 26&YV RSHUDWLRQV DQG LV D VX&Hetetd\RRIAI WR 26&
advertisechnd sold stem cell therapy aexdosome therapthat it claimed coldl treat,

cure, preventor reverse various medical conditions and the aging process to consumers
in lowa.

. Deferdant Stem Cell Centers, LLI§ an Alaska Limited Liability Company located at

200 West 3% Avenue, #97 in Anchorage, Alaska. Stem Cékenters, LLOs the sole
member of Defendant RM and the sole member of Defendant OSC.

. Defendant Travis Autor is a resident of Las Vegas, Nevadtang with Defendant

Emily Autor, he owns80% of Defendant RMI andhe is itsChief Executive Officer
Defendant Travidutor formulated, directed, participated in, and author@&C and

508%, fadvertisemenand salef stem cell therapy anekosome therapy in lowa,
including trainingcompany salesperson$o conducted seminars in lowad treatment
providerswho providel services to lowa consumers at the Omaha cliAicall times
relevant heretdae knew or should have known aliicthe acts and practices of RiVland

OSC in lowa and with lowa consumers.
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6. Defendant Emily Autor is a resident of Las Vegas, Navadong with Defendant
Travis Autor, she own80% of Defendant RMI. Upon information and belief,
Defendant Emily Autohired staff and conductesksential businesgperations for OSC
and RMA.

7. Defendant Michael Pavey is a resident of Spokane Valllaghingtm. He owns 10% of
Defendant RM\, is its Chief Operating Officer and was a key participant in @8€
RM$,fV DGYHUWLVHPHQW DQG VDOH RI VWHP FHOO WKHUL
including having oversight of dap-day operations for the corapy and leadership of
WKH FRPSDQ\fY PDUNHWLQJ DQG FUHDWLYH VWDII

8. Venue is proper in Polk County pursuant to lowa Code section 714.16(10) because
Defendants have directedlvertisingfor their servicegnto Polk Countyand sold their

services to residesiof Polk County.

KEY LEGAL PROVISIONS

9. The CFA atiowa Codesection714.16 (2)(a) provides, in pertinent part:

The act, use or employment by a person of an unfair practice, deception,
fraud, false pretense, false promise, or misrepresentation, or the
concealment, suppression, or omission of a material fact with intent that
others rely upon the concealment, suppi@ssor omission, in connection
with the lease, sale, or advertisement of any merchandise or the solicitation
of contributions for charitable purposes, whether or not a person has in fact
been misled, deceived, or damaged, is an unlawful practice.

It is deceptive advertising within the meaning of this section for a person to
represent in connection with the lease, sale, or advertisement of any
merchandise that the advertised merchandise has certain performance
characteristics, accessories, uses, or beésedr that certain services are
performed on behalf of clients or customers of that person if, at the time of
the representation, no reasonable basis for the claim existed. The burden
is on the person making the representation to demonstrate that a adéson
basis for the claim existed.
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10.The CFA atlowa Codesection714.16 (1) provides the following definitions
(among others):

a) The term “advertisement” includes the attempt by publication, dissemination,
solicitation, or circulation to induce directlyrandirectly any person to enter into
any obligation or acquire any title or interest in any merchandise.

(f) “Deception” means an act or practice which has the tendency or capacity to
mislead a substantial number of consumers as to a material fact er fact

(i) The term “merchandise” includes any objects, wares, goods, commodities,
intangibles, securities, bonds, debentures, stocks, real estate or services.

(n) “Unfair practice” means an act or practice which causes substantial,
unavoidable injury to casumers that is not outweighed by any consumer or
competitive benefits which the practice produces.

11.In further describing what the attorney general milsga and prove under the
CFA, lowa Code section14.16 (7) provides, in pertinent part:

Except in anaction for the concealment, suppression, or omission of a
material fact with intent that others rely upon it, it is not necessary in an
action for reimbursement or an injunction, to allege or prove reliance,
damages, intent to deceive, or that the persba engaged in an unlawful
act had knowledge of the falsity of the claim or ignorance of the truth.

12.1In describing reradies under the CFA, lowa Code sectid®.16 (7) provides, in
pertinent part, as follows:

If it appears to the attorney general that a mershas engaged in, is
engaging in, or is about to engage in a practice declared to be unlawful by
this section, the attorney general may seek and obtain in an action in a
district court a temporary restraining order, preliminary injunction, or
permanent ijunction prohibiting the person from continuing the practice

or engaging in the practice or doing an act in furtherance of the practice.
The court may make orders or judgments as necessary to prevent the use or
employment by a person of any prohibited fpicas, or which are necessary

to restore to any person in interest any moneys...which have been acquired

by means of a practice declaraalbe unlawful by this section. .

In addition to the remedies otherwise provided for in this subsection, the
attorneygeneral may request and the court may impose a civil penalty not
to exceed forty thousand dollars per violation against a person found by the
court to have engaged in a method, act, or practice declared unlawful under
this section; provided, however, auree of conduct shall not be considered

to be separate and different violations merely because the conduct is
repeated to more than one person. . ..
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13.Subsections 714.16A (1)(a) & (3) of the Older lowans Law provide, respectively:

If a person violates section 714.16, and the violation is committed against an
older person, in an action by the attorney general, in addition to any other civil
penalty, the court may impose an additional civil penalty not to exceed five
thousand dollargor each such violation.

As used in this section, ‘older person’ means a person who is sixty-five years or
age or older.

14.Subsection 714.16A (2) provides that, in determining whether to impose a civil
penalty under the Older lowans Law, and the amoumy§ach penalty, the court
shall consider the following:

a. Whether the defendant’s conduct was in willful disregard of the rights of
the older person;

b. Whether the defendant knew or should have known that the defendant’s
conduct was directed to an older person;

c. Whether the older person was substantially more vulnerable to the
defendant’s conduct because of age, poor health, infirmity, impaired
understaunling, restricted mobility, or disability, than other persons;

d. Any other factors the court deems appropriate.

FACTUAL BACKGROUND

1. 'HIHOGDOWVY ODUNHWLQJ &DPSDLJQ LQ ,RZD

15. At their Omaha stem cell clinibefendant®ffered a variety of services, including
treatment with stem cells derived from bone marrow, amniotic fluid, umbilical cord
blood,and3: KD UW R Q 1 V with-eb&bimed Q G

16. Defendants typically administered stem caltsl exosomethat they obtained froran
outside supplier, rather than using stem cells from the consumer.

17.Defendants employed nurse practitioners to administer these treatments to consumers in
the Omaha office by injection, by intravenous administration, and/or through inhalation

using a neblizer.
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18. Through direct mail, newspapandtelevision adsand on their websites, Defendants
targeted older lowans wittlaims thatstem cell therapy and exosome therapy ctnalat,
cure, prevent, or reverse many medical conditisash as osteoarthritis, neuropathy,
FKURQLF REVWUXFWLYH SXOPRQDU\ GLVHDVH &23° $O]K
pain, and other ailments.
19. Thenewspaper and TV ads appeared in numerous media outlets commonly reaching
large swaths of the lowauplic, such as thBes Moines RegistetheAmes Tribungthe
Sioux City JournalKCCI-TV, and WHOTV.
20.'HIHQGDQWVY DGYHUWLVHPHQWYV W\ SISHIUO/®R\QL EHG XWAHDAV E R
VHPLQDUV DW ORFDO KRWHOV 7RHVHISQE8DDQW D\WDRQ Y
strategyand wereusually scheduled twice daily or54consecutive days in differing
regions of lowa. For example, during the week of July 15, 2019, Defendants held two
seminars per day at a hotel in each of the following locstidfort Dodge (Monday),
Waterloo (Tuesday), Cedar Rapids (Wednesday), Coralville (Thursday), and Clive
(Friday).
21.Following this pattern, Defendants held 88minars in lowa between April 2018 and
September 2019. During the same period, they held numadditeonal seminars in
Omaha and surrounding towns near the Nebréska border.
22. :KLOH WKHVH HYHQWY ZHUH ELOOHG DV SHGXFDWLRQDO"’
pitches carefully designed to part all older lowans who attended from as much of
their money as possiblgincluding through highnterestrate financingoptions

for those @der lowansunableto pay Defendants out of pocket.
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23. At each seminar a live speaker trained by Defendants presented a PowerPoint
slideshow created by Defendants covering a wide range of ailments for which
Defendants coulgurportedlyprovidea SUH Y R O X $glutR@ D U\~
24.SHPLQDU VSHDNHUVY UHLWHUDWHG DQG HODERUDWHG RQ
stem cell therapy and exosome therapy could treat, cure, prevent or reverse many
medical conditions.
25. Defendants recognized they coulgparta senblance ofmedicallegitimacyto
their seminarandincrease sales of their unproven treatments by qubting
and citingto scientific studies throughout the seminar presentalimieed, as
Defendant Travis Autor onaxplained to his sales staff duringcompany
training session 37KH PRUH Rl WKHVH VWXGLgWsm&EDQ TXRWH DQ
PRUH DXWKRULW\ WKDW , NQRZ ZKDW ,fP WDONLQJ D
26.As discussed in greater detailSection 2 belowthe studies Defendants touted
did not necessarily stand for the propositithesy extrapolated from them, were
often limited in application, and taken out of context.
27.'"HIHQGDQWVY VHPLQ D U \rgsdude-saDi& hhiguésliabuseddny K
amongother things, selling bigger, more expensive stemacallexosome
packages to consumers who did not need tidrey LQFOXGMED\GIURHQ ™ DQG
3SV\FKRORJ\ RI VDOHV" UKHWRULFDO WDFWLFV WKDW WK
seminar attendees to btheir products.
28. +XQGUHGV RI ,RZDQVY DWWHQGHG "HIHQGDQWVY OLYH VHF
thousands of dollars for stem cell therapyexosome therapy, with prices ranging from

$1,400 to over $27,000Consumersvho financed some or all of their stemllqgaurchase

10
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through an ossite thirdparty lender incurred significant additional expense in the form

of finance charges and interest payments.

2. '"HIHOGDQWVY 0LV UH S$tdinaelOMerapy bl @xospraeR X W
Therapy forSpecific Medical Conditions

a. Stem Cells and Exosomes adealing Solution

29.Defendants maderoadclaims that stem cells and exosomes were essentially a panacea
for a broad range of ailments.
30.For example, Defendants claimed in their direct mail ads:
a. 37RGD\TV UHJH Q H ufferd/d_revaluRdiddyLifreat@ett that helps to heal
\RXU LQMX®¥PHG WLVVXH ~
b. 3,1 \RX VXIIHU IURP LQMXUHG RU GHIJHQHUDWLYH FRQ
shoulders or have arthritic joints or suffer from neuropathy or respiratory diseases
OLNH &23' 6WHP &HOO 7KHUDS\ FDQ KHOS JHW \RX R
c. 3([SHULHOQFEH ®&J ZLWK UHJHQHUDWLYH VWHP FHOO WK
d 3*HW UHOLHI ZLWKRXW FRVWO\ DQG SDLQIXO VXUJHU
31.Defendants made similarly broad claims in their television commercials. The
commercials focused on a variety of conditions, but alwayset#ihat stem cells and

HIRVRPHVY FRXOG SURYLGH D 3VROXWLRQ ™ IRU SDLQ DQG

B$W WLPHV 'HIHQGDQWY XVHG WKH WHUP 3UHJHQHUDWLYH PHGLFLQH" WF
products.7 KH WHUP UHJHQHUDWLYH PHGLFLQH 3UHIHUV WR FHOO WKHUDSLHYV
repair or replace damageG LVHDVHG RU G\VIXQFWLR Q B&FPHsG@Mewdhklfo VXHV DQG RUJIL
Regulating Regenerative Medicine Will Improve Oversigitv CHARITABLE TR. (Oct. 17, 2019),
https://www.pewtrusts.org/en/researahdanalysis/reports/2019/10/17/fdaameworkfor-regulating

regenerativanedicinewill -improve-oversight 3 5HJHQHUDWL Y H Rl@ndErstQdd to ineludeH Q H U

treatment with stem cells

11
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a. In a commercial featuringeuropathy, Defendante WDWHG 3Q@ReZaldKHUH LV

finally a healing solution for your painful neuropathy with revolutiorstem cell

therapy”
b. In a commerciahbout tironic knee and hip paend osteoarthritiDefendants

VWDWHG 2:QRZ WKHUH LV KRSH DQG ILQDOO\ D VROX\

VWHP FHOO WKHUDS\ ’

b. Chronic Obstructive Pulmonary Disease

32.COPD is agroup of progressive lung diseasecluding emphysema and chronic
bronchitis}* According tothe Centers foDiseaseControl, COPD makes breathing
difficult for 16 million Americans™ In 2018 there were over 24,000 COPD emergency
room visits in lowaalonel®
33.Defendantsdentified COPD as one of the conditions they tredd®e@ G '"HIHQGD QW YV {
advertisements regularly claimed that stem cell fheoa exosome therapy could treat,
cure, prevent, or reverse COPD.
34.2QH RI '"HIHQGDQWVY WHOH)YYULWHR Q F RREPB WFR O G W WHKZHA V
cell therapy has the ability teverse your COPR ~
35. Defendants also claimed in their seminars that stem cell therapy could repair lung tissue
in COPD patientsOne seminar slide stated:

Chronic Obstructive PulmonabDisease:

The Good News
» Stem Cells can heal damaged lung tissue.
» Stem Cells can grow new blood vessels

¥ What is COPD?CTRS. FORDISEASECONTROL AND PREVENTION, https://www.cdc.gov/copd/index.htrfihst
visited July 13, 2020).
1519,

1 RZD 'HSTW 3XCBOPEEnz@andy Department Visits Data018
https://tracking.idph.iowa.gov/Health/ COPD/COMD-Visits-Data(last visited July 13, 2020).

12
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> Healing similar to Neuropathy

36.Through a Civil Investigative Demand (Cl)ssued to Defendants in March 2Qgte
Attorney General asked Defendanttovide the substantiation required by lowa law
for the claims shown iRaragraphs8and 3 WKDW VWHP FHOO WKHUDS\ FDQ
heal damaged lung tissue, grow new blood vessels and provide healing similar to
neuropathy.

37.Defendants responded btating thatP RVW VWHP FHOOV LQ WKH EORRGVW
WKH SDWLHQWHVHOWE®EHX FDQ UHOHDVH 3 VHFUHWRPHV™ DQ
sustained time period, though they provided no further information or reference for this
statement. Defatants also identified 3& 23" 7ULDO" FLWH GslideshaigdH LU VHPL
a reasonable basis for these claims.

38.The COPD Trial was led by a Kansas physitiamd consisted of providiran initial
stem cell theraptreatmento severpeoplewith COPDandrepeating that treatmeatter
three and six monthsParticipants were subject to a pulmonary function screening and
other tests before the initial procedure, arate to be rassessedgainafterthe initial
treatment

39.The results of the COPD Trial were not formally writtgn published in a journal, or
subject to peer review.

40. Although some participants recorded a benefthe COPD triglit does not constitute

UHDVRQDEOH EDVLV IRU '"HIHQGDQWVY GUDPDWLF FODLP\

Y$W WLPHV 'HIHQGDQWY XVHG WKH ZRUG 3H[RI@RHP'HL QR S O\DKFHH VRAIH BI6PWEIS P J&H
this slide.

18 A Civil Investigative Demand is an informatiayathering tool authorized by subsections (3) and (4) of the

Consumer Fraud Act. It is comparable to an investigative subpSepaState ex rel. Miller v. Smokers Warehouse

Corp.,, 737N.W.2d 107, 10910 (lowa 2007).

¥ The Kansas physician did not authorize Defendants to use his research.

13
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a. The COPD Trial consisted of a very small sample size of seven patients, two of
whom completed only one treatment.
b. All participantsvere already diagnosed with COBBfore their participation in
the TiaAl DOWKRXJK '"HIHQGDQWVY FDRP.V WDUJHW SHRSES
c. The COPD Trial was not blinded or randomized, meaning that the medical
professionals and participants knew what treatment each participant received.
d. There was no placebo arm, meaning there was no way to compare results between
participants who meeived stem cell therapy and those who received a placebo.
e. Participants in the COPD Trial were treated with stromal vascular fraction (SVF).
69) LV D VXEVWDQFH FUHDWHG LQ D ODERUDWRU\ SU
adipose (fat) tissue is extracted frtmeir body and processed to isolate and
concentrate certain cells. The SVF is themteoduced to the body.
f. Inthe COPD Tria,lHD FK S DU W L 5\WaQddhibineR &ith plateleth
plasma and administered to the patient intravenously and theongbulizer.
However, upon inform&in and belief, Defendants dmbt offer or provide SVF
to patients. Instead, Defendants typically oladitme stem cell or exosome
products from outside suppliers.
g. Upon information and belief goticipants wergiven an antiinflammatory
regimen of a nutritionadupplement and glutathione, an antioxiddins unclear
ZKDW LPSDFW WKHVH DGGLWLRQDO VXEVWDQFHYV KDC(
41.Defendants do not have a reasonable basis to supportltigisthat stem cell therapy is

effectiveto heal damaged lung tissue or otherwise treat or cure COPD

14
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c. Neuropathy
42. SHULSKHUDO QHXURSDWK\ 3UHIHUV WR WKH PDQ\ FRQGLW
peripheral nervous systesn ?° Peripheral neuropathy can have many causes and
sources, including physical injury, diabetes, and a range of other medical corrditions.
43. Defendantsdentified neuropathy asreothercondition they tread and their promotional
materials claned that stencell therapyor exosome therapy was effivet to treat, cure,
preventor delay neuropathy.
44 . Forexample,Q D PDLOHU KLJKOLJKWLQJ QHXURSDWK\ "HIHQGI
option that can cure your problem and give you relief from the p&tem Cé
7TKHUDS\ °
45.In their seminars, Defendants statkdt stem cell treatment could turn back pnecess
that caues neuropathy. One slide stated

NEUROPATHY Originates From:
» Lack of a blood supply means lack of oxygen getting to the nerves
» No oxygen causdbe nerves to die
» Stem cells can grow new blood vessels
> Stem cells can grow new peripheramies and reverse this procéss

46. 7TKH $SWWRUQH\ *HQHUDOTV &,' DV Nddq@etHubs@@Rienwy IRU W
the claimshownin Paragraph 43V KDW 36 WHP FHOOV FDQ JURZ QHZ 3HU
reversethis proces§ ZKHQ 3W K L xef&sitoReuropathy

47. ' HIHQGDQWYV VXPPDULO\ UHVSRQGHG WKDW 38ig®HURXV 6\

be able to regenerate peripheral nelagsvell as renyelinate damaged peripheral

20 peripheral Neuropathy Fact She®AT { INST. NEUROLOGICAL DISORDERS& STROKE (Aug. 2018),
https://www.ninds.nih.gov/Disorders/PatigbaregiverEducation/FacSheets/PeripherdeuropathyFactSheet

21 See id.
2$W WLPHV 'HIHQGDQWY VXEVWLWXWHG 35HJHQHUDWLYH OHGLFLQH" IRU
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QHUYHV =~ '"HIHQGDQWY GLG QRW LGHQWLI\ DQ\ VSHFLILF
explanation to support their neuropathy claims.

48.Defendants lack a reasonable basis that for their claim that stem cell therapy can
SUHYHUVH™ WKH SURFHVV WKDW FDXVHV QHXURSDWK\ E\ .

d. Anti-Aging

49. Defendants claimed their stem cell therapy and exosome therapy could revefsectse
of growing older.

50.)RU H[DPSOH -DQLW KH\CDIPMIQ W rRresahkatibh | DefeHdantQasked
DWWHQGHHV 3$Q\RQH :LVK 7KH\ &RXOG 7XUQ %DFN 7KH +
VOLGH WKH\ UH D VStexOeIGThelRVMIXP HRIVX VWV 7KDW ~

51.To support thelaim WKDW WKHLU WUHDWPHQWY FRXOG 3SWXUQ ED
seminar presentation Defendants cited a clinical study in which people diagnosed with
IUDLOW\ UHFHLYHG VWHP F HCrartidipntsurise\FrailyuIbudp W\ 6 W X G
received onéntravenous dose of either (a) 100 million stem cells, (b) 200 million stem
cells, or (c) a placebo. Participants were evaluated on whether they experienced serious
adverse events after one month and on physical performance,papieried outcomes,
and various other tests amthmune markers after six months.

52.7KH )UDLOW\ 6 WXG\ GRHVY QRW VXEVWDQWLDWH "HIHQGDC
therapy or exosome therapy can reverse the aging prétcessches a far more

conservative conclusionthatthel] LQGLQJV VXJJHVW ™ WKDW KXPDQ VWH

2 $W WLPHV 'HIHQGDQWYV XVHGH®KMHL Q/HHUPQ® SHOIDFEHBYD REQWWRAMH O L G H
24Bryon A. Tompkinset al, Allogeneic Mesenchymal Ste&®ells Ameliorate Aging Frailty: A Phase || Randomized,
DoubleBlind, PlacebeControlled Clinical Trial 72Js. GERONTOLOGY, 1513,15131522(2017).
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effective biological modifier of aging frailty, and support ongoing investigatidd| VW H P
cell therapy by itself or with other strategies for fraffty.
53.Moreover, hestudyitself noted that ivas S OLPLWNBDEO®D VDPSOH VL]H" RI
thatthe lack of difference between treatment groups meaD G SOLPLW>HG@ VWDW
power" DQG D ODUJHU QXPEHU RI SDUWLFLSDQWY ZRXOG E'I
power to detect a differencEHWZHHQ >WUHBWPHQW®@ JURXSV ~
54. Additional reasons that the Frailty Study does not provide the required substantiation for
"H 1 HQ G breadel¥ifis that stem ell or exosomscan reverse thaging process
include
a. All studyparticipantsshowed signs ahe medical condition of frailtgs
confirmed by physician assessmefitsdowever, Defendants did not restrict their
FODLPV WR SHRSOH ZLWK IUDLOW\ EXW FODLPHG WK
WKH DJLQJ SURFHVV IRU 3$Q\RQH
b. Study participants whoeceived a treatment product (not the placebo) were given
particularly high doses of 100 million or 200 million stem cells. Upon
information and belief, Defendants did not offer such high doses to consumers.
55. Defendantslo not have a reasonable bdsistheir claims that stem cell therapy can

SWXUQ EDFN WKH KDQGV RI WLPH

1d. at 1517.

26]d. at 1520See alsdavid G. Le Couteur et alStem Cell Transplantation for Frailty2 Js. GERONTOLOGY.

BioLOGICAL Scli. 1503 150304 (2017)(guest editorialn the journal issueontainingthe Frailty Study and

GHVFULELQJ L KDVHD Y U3HDOOVYLWK D 3 VPDOO QXPEHU RI SDUWLFLSDQWYV
conclusions& RXW HIILFDF\ QHHG WR EH WUHDWHG ZLWK FDXWLRQ~

27 Frailty is a formal diagnosis describédlV 2D FOLQLFDOO\ UHFRJQL]DEOH VWDWH RI ROGHL
vulnerability, resulting from agassociated declines in physiologic reserve and function acudplmorgan

systems, such that the ability to cope with everyday or acute stressors is compromi¥dd.L DR & KArally HW D O
syndrome: an overvievd CLINICAL INTERVENTIONSAGING 433, 434 2014).
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56. 5QRWKHU VOLGH LQ 'HIHQ G DIgrétiar thekisen@El theBapiger H Q W D W |
reverse aging bthree years? $ QMging: Mesenchymal Stem Cell infusions turned
back the hands of Father Time abtiueeyears! Would you like to get back three
\ H D Uafriphasis in originaf?
57.7KH $WWRUQH\ *HQHUD O 1 \oré&nge reasoNabIS basld fotaib@ WV |
Paragrapl®b6 that stem cell treatment caturn back’ time by three years
58.,Q WKHLU VZRUQ UHVSRQVH 'HIHQGDQWV VWDWHG WKDW
comprised of amumber of university professors isphase 2b with the FDA th a
treatment for frailty. Onef the professors spoke about this at the World Stem Cell
6XPPLW LQ OLDPL =~ '"HIHQGDQWY GLG QRW SURYLGH DQ\ |
Longeverorefforts.
59.Longeveon is aFloridalife sciencexompanythat describes itself akeveloping
Yiological solutons for aging and agingssociated diseasdsy testing ofhuman
mesenchymal sternelts derived from bone arrow of young, healthy donors.
60. Upon information and belief, based in part upon a reviewvadv.clinicaltrials.gov (the
federal database of privy and publicly funded clinical studies), Defendaarts
refering to an ongoing Longeveresponsored clinicakial on the use of stem cells in
people with aging frailty that is not yet complete and for which final trial results are

expected to become ailable in 202%°

230HVHQFK\PDO” VWHP FHOOV DUH DGXOW VWHP FHOOV MIrKlDUNAhFDQ EH LVF
et al.,Human mesenchymal stem cetlsrrent trends and future prospect\BIOSCIENCEREP., Apr. 2015at 1, 1.

29 SeePhase Ilb Trial to EvaluatLongeveron Mesenchymal Stem Cells to Treat Aging Frailty, 1 LIBR. MED.,
https://clinicaltrials.gov/ct2/show/NCT031692@ast visited July 14, 2020%ee also Longeveron LLC Announces

Completion of Enroliment in Phase 2b Clinical Trial of Longeveron Allogeneic Mesenchymal Stem Cells in Aging

Frailty, Longeveron (Feb. 11, 2020ittp://longeveron.com/longeverditc-announcesompletionof-enrollmentin-
phase2b-clinical-trial-of-longeverorallogeneiemesenchymastemcellsimscsin-agingfrailty/.
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61.The Longeveron clinical triadoes not provide reasonable basis foH | H Q G &aind/ V
that stem celtherapy3sWXUQHG EDFN WKH KDQ@GeRHD bWHaHU 7LPH L
they can provide such results for consumers.
e. Knee Pain
62. Defendantdocused on joint pain as a condition they commonly treatectae that
theysuccessfully treateshany consumerfor kneepain, back painand other similar
conditions.
63.In theirseminarslideshow, Defendants clagdthat knee replacement surgery presents a
high risk of serious side effects, including infection and death, and iexpensive
They prsented stem cells or exosomes adteer if not the only- alternative.
64.Onepresentatiorslide showing four imges of what appears to be a knee jetatel 3, W
Does Mot Matter What Level of Knee DegenerationyHave For his Treatment. The
UHVXOWY DUH WKH VDPH
65.7KH $SWWRUQH\ *HQHUDOYV &,' DV NthkGnddrddgahldfdtiod) HD VR QD E
treatmentlaimin Paragraph 4.
66.In response '"HIHQGDQWY VWDWHG 3:KHQ DQDO\]LQJ WKH GDW
learned that age nosif@ VWDJH Rl 2% GLG QRW DIIHFW WKH RXWFR
67.1n response to an earlier CIDefendantslescribed théatathey keptRQ WKH 3ILUVW
SDWLHQWYV ¥rdatéd SoHdRIRODA [osteoarthritis] or Neuropathy from the time
the clinicopened” $FFRUGLQJ Wke 16DBpafcBtDia)astV das collected
based on reported pain scardk was notpeert« LHZHG RU SXEOLVKHG
68. Upon information and belief, Defendants no longer possess thepEd86n data set or

any summary or analysis of it.
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69. The 1000person data set results that Defendants cite do not provide a reasonable basis
for their claims that stercell therapyor exosome therapy providiee samdeneficial
resultsfor any consumergegardless of thelevel of knee degeneration.

f. AOJKHLPHUSYV 'LVHDVH

70. Although Defendants did nogpically list $O]KHLPHUYV GLVHDVH DV RQH RI
theypurportedlytreatd, the illness figurd prominently in their seminar presentation.
There, Defendants claid that stem cell theramy exosome therapy is effective to
UHGXFH WKH V\PSWRPV RI $0]K HdipreMddtftonset Detdndast DQG W I
made these claims to persudoa consumers to rely upon their irresponsgilgements
LQ EX\LQJ WKH 'HIHQGDQWVY SURGXFWYVY DQG VHUYLFHV
71.In their seminar slideshow, Defenda®sD GH WKH IROORZLQJ FODLPV UHJD
disease:
a. 3,9 6WHP &WPBIQWHBPSURYHV %UDLQ )XQFWLRQ LQ $0O
b. 3$FFRUGLQJ WR UHVHDUFK 6WHP &HOOV FDQ EUHDN
get symptoms, possibility delaying or even preventing this disBase.
Proactive! ~ emphasisn original) >°
72.The Attorney* H Q H \CID@$ke¢d Defendants for a reasonable Hasithe statements
in Paragraplr1.
73.'"HIHQGDQWVY FLWHG D 3 SHUVRQ VWXG\” UHIFRUHQFHG LQ

SUHDVRQDEOH ED\KI\"P HRWENNSH VHD V H

0 Attimes,' HIHQGDQWYV XVHG WKH WHUP 35HJHQHUDWLYH OHGLFLQH" LQ SODF/|
Paragraphs 71(a) and (b).
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74. 7K H-$ HUV R Qis¥ ¥éioBodse studies led by the same Kansas physici@or
patients diagnosed with mif- PRGHUDWH $ O | K HL ParitigavtsGhdenvény H
up to three IV infusions of SVE&s described above in Paragrdfe)) at 90day
intervals over 480-day period®? Theywere givena mental status evaluation, brain
imaging and other testing before and after the treatfient.
75.While two of the four participants saw some positive result from the treatmengsbée
studies do not provide a reasonablelb&®s IR U 'H I H Qé&aEh@dassettidns that
VWHP FHOO WKHUDS\ LPSURYHV EUDLQ IX®f&VdnRQ LQ $O]}
the iliness.
76.Theoutcomes of thease studiewere OLPLWHG 7KH $WalXG2 XY IVIVXWKRUYV
design and sampleloFRQYHQLHQFH SURYLGHY OLPLWHG UHVXOW\
participantgeceived the same dosage regardless of body mass, the preferred or required
duration between treatmenmtss XQNQRZQ DQG 3SDSSURSULDWH WUHDW
XQFCHDU
77.Additional reasons thahé case studies do not provide the needed substantiation for
"HI1HQ G &apns/édardings O ] K H L dide&$§ MParagraph 7Include
a. The case studies involvedrary small sample size of only four patientgich
provide a limited basis that precludes definitive co€luURQV VXFK DV '"HIHQG

sweeping claims.

31 SeeKipp A. Van Camp et alintravenously Administered Autologous Bone Marrow and Adipeséved
Stromal Cells in th@reatment of Alzheimer Disease: Case Stydiés.AM. PHYSICIANS & SURGEONSS, 812
(2019). Again, the Kansas physician did not authdbeéendants taise this research in their presentation
321d. at 9.

33 d.

341d. at 11.
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b. All participantswere already diagnosed with mldc PRGHUDWH $O]KHLPHUY

diseasdefore theirenrollment WKRXJK '"HIHQGDQWVY FODLPV WDU

the illness®®

. The case studiesere not blinded or randomized, meaning that the medical

professionals and participants knew what treatment each participant reteived.
Participantsverealsorequired to payor the cost of their treatment, plus ten
percent, in order ttake parin thestudy, potentially impacting their assessment

of the treatment’

. There was no placebo arm, meaning that there was no way to compare results

between participants that received treatment and those who dftl not.

. As with the COPD Trial, the patients inthe] X HLPHU TV FWeveHrest®d X GLHV

with SVF sourced from their own bod. However,upon information and belief,

Defendants dichot offer or providestem cell therapy utilizinGVF.

78.The SOJKHLPHU TV @Dt ptoXdey Xreasohible basis forl | H Q G Sn@apingT

claimsthatstem cell therapjbk DQ LPSURYH EUDLQ IXQFWLRQ LQ $O]KH

or prevendevelopment off O] KHLPHUYV GLVHDVH

79.As an additonaAlU HVSRQVH WR WKH $WWR lih@dreaseh@dteb&so 1V &,' Ul

for theclaims describedn Paragrap 71 DefendantsVWDWHG 3-DSDQ KDV DOUHL

D WUHDWPHQW IRU $O]KHLPHUYfV XWLOL]JLQJ VWHP FHOOV

351d. at9.
361d.

371d. at 12.
381d. at9.
39d.
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V W Xo6 tHeir seminar slideshow. Defendants did not provigeidentifying
informationfor or any materials related tV KH 3-DSDQ VWXG\ °

80.Upon information and beliegind based on information in their slidesh@efendants are
referring to developments described in an April 2018 press release from a South Korean
company announcing it was beginproviding 36 W H FBa&étl @R€Epenerative
Treatment forS O] KHLPHWHBVH LQ -DSDQ ~ $FFRUGLQJ WR WKH ¢
FRPSDQ\ SODQQHG WR DGPLQLVWHU LQWUDYHQRXV VWHF
own tissue to patients diagnosed withd#to- PRGHUDWH $ O] K Hh@rddulfsV GLVHD
of the treatment described in the press release were not released.

81.The 3-DS D Q WdasX@provide a reasonable basis fad | H Q G &agnasthafistem
cell therapycan improve brain function in Alzheim§ SDWLHQWYV RU GHOD\ RU
development off O] KHLPHUYVY GLVHDVH

3. Defendants Pressured Consumers to Buy Larger, More Expensive Doses of Stem Cell
Therapy, Even When Théyad No Medical Problems.

a. More Doses

82.Defendants made unfounded claims that bigger more expensive stem cafid
exosomepackage were more effectivi® stop or slow down diseases and medical
conditions

83.)RU H[DPSOH RQ D FRQVXPHU 3VHOO VKHHW ™ KLJKOLJKW!I
largest option of 6 treatmedbses or 24 unitgriced at $15,997 or $16,997 at different
WLPHV DV IROORZV i$iskhe nH& experidize\optibat Wekgood news
is it should be the most effective. Six treatments will give you the greatesteht
UHVWRULQJ \RXU OXQJ IXQFWLRQ E\ pWXUQLQJ RIIT RU V.

SURJUHVVLRQ =~ 'HIHQGDQW \thd Ddetiogds gtenvdeBarODU FODLP
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exosomesZ HUH 3P RV W tdsldwideww br\stap spine and disc pain, esarthritis,
and neuropathy in sell sheets focused on those conditions.

84. ' HIHQ G D QW YV feivé@tedscthivhK & larger, more expensive doses would
purportedlybe more effective in preventing, delaying oitigating the chance of
disease.

a. One slide described the option foemaximum doseof 8QLWYV 6WHP
&HOOV’™ D\énmfR&ienpiginal):
v’ 79% of patients choose this plan
v' Potential significant improvement Pulmonary Function.
v 3<RX KD BESMWHEiHf helping or curing many other
ailments.
v' Best Chance at reachiidpximum Medical Improvement.
o TheBad news More expensive option
o The Good news- Most effective option
Up to three (3) separate treatments
Used forAnti Aging, Dementia or
Alzheimer’s.
b. Anotherslide discussing tegment with exosomes, Defendants stafe@lR U H
([RVRPHYV %HWWHU 5HVXOWYV °

85. Defendantslsoencouraged consumers to buy larger dagestem cells or exosomigs
order to have them administered using more thamwetbod One seminar slide stated,
3285 ém\Cell Therapy: Two Birds, One Stofath aninjectionandan IV. Our
results show this e most successful and effective treatmemindcan treat the whole
body vs.1 area (emphasisn original).

86. 7KH $SWWRUQH\ *HQHUDOTV &,' DV Nddq@rethsubs@Q@iienvo IRU W
the claim in Paragrapggb. ,Q UHVSRQVH 'HIHQ G DtQeegt outbb®eHG 3:H |

ZKHQ ZH GR ERWK ~ EXW SURYLGHG QR RWKHU EDVLV IRU
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87.Internally, Defeadants acknowledged that they did not know how to determine the
volume of stem cells or exosomes to administer to a consuman dmail exchange
with an Omaha employee concerned thaK H F R Rr&ddngehfpfotocols were
designed only to advance sale$) IHQGDQW 7UDYLV $XWRU DGPLWWHG
know how much each person needs when it coim&em Cells 4°
88. Defendants lacked substantiation for their claimsltdrger doses aftem cells or
exosomes woulglield agreater benefitor consumersandtheir highpressure sales
tactics based on those claimsre false, misleading, deceptjeand constitute an unfair
practice.

b. Fewer Symptoms

89. Defendantdargeted consumers who did not have health problemauwitunded claims
that stem cefi or exosome could prevent or allayndetectedanedical conditionsThey
pressured consumersttike 3 S U R D BtApHdtHeat ilinesses or conditions for which
they had no symptoms. For example:
a. Defendants claimenh their slideshow thagtem cels or exosones 3 FDQ UHYHUVH
and repair the damage caused by COPD whether you know you have it or
Q R Be®roActive " (emphasis in originafy
b. As mentioned in Paragrapti(b), Defendants told consumers that stem

cellsorexosome FRXOG SEUHDN GRZQ SODTXLQJ %()25( \RX .

O'HIHQGDQWVY RZQ VRXUFH KLJKOLJKWV WKH XQFHUWDLQW\ DERXW DSSU
discussedupraDW 6HFWLRQ G FRQFOXGHG WKDW PLOOLRQ ®BOOV ZHUH D
PLOOLRQ FHOOV WKRXJK 3W K3t dds¢ BelaiogstipXQed HaveOamanlindenddtetéQ Y H

X Q G H U \BWdR R.Gompkinset al, Allogeneic Mesenchymal Ste&ells Ameliorate Aging Frailty: A Phase I

Randomized, DoubiBlind, PlacebeControlled Clinical Trial 72Js. GERONTOLOGY, 1513,15131522(2017).

“Attimes 'HIHQGDQWYV VXEVWLWXWHG 35HIJHQHUDWLYH OHGLFLQH” IRU 36WHI
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VI\PSWRPV >Rl $O]KHLPHUYY GLVHDVH@ SRVVLEO\ GH
this diseaseBe Proactive!” (emphasis in original).

90.To attract symptortess peoplevho accompanied their partners and spouses to
seminarsPefendants offered $1,000 discounts wtteyse consumers
immediately scheduled a future clinic vis#fore leaving the seminaas well as

G LV F R XQh8pousk and Loved OneeceiveTreatment " (emphasis
in original).

91. Defendants trained theamployees and sales representatives to sell treatments to
people without medical problems. For example, in a training session for seminar
speakersRQ KRZ WR SUHVHQW 'HidfeQdatir@uWsWiito OLGHVKRZ
explained that:

| am talking in this slide é&cause | want people to be awtrat they

need to buy &4-unit treatmenf? -XVW EHFDXVH \RX GRQYfW KDY
symptoms, does not mean y@eR XPY¥H SUREOHPWI $QG ,f00 VD
will look around the roomDQG VpPMYHU\ VLQJOH SHUVRQ LQ WK
room knows one or twpeople who have died suddenly from a heart

DWWDFN WKDW GLGQMW HYHQ NQRZ WKH\ KDG KHDI
Eveaybody [is] like tp XK KXK \HDKY

Discussingoushing consumersto eSURDFWLYH™ KH VDLG
The reason | ask that question [about whether consumers have other
health problems] is | want to upsell them to thed®4e treatment. . .

You may have lots of othéningsgoing on inside you yojsicic GR Q W
know about. . 7KDWY{V ZK\ , DVN WKDW TXHVWLRQ

92.When training and instructing company employees, Defendant Travis Autor further

GHVFULEHG WKH 3XSVHOO"™ WDFWLFV KH VRXJKW WR IRVW

42 As noted above in ParagrapB, 24 units was typically the largest and most expensive treatment Defendants
offered.
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[E]very joint should be an upsell. So we are going to go over these

techniques this morning on how to geSSHUVRQ WR D p\HVY RQ VWHP

FHOOV DQG WKHQ VD\ pu+H\ ZH KLJKO\ VXJIJHVW

chance of success and maximize amodirsugcess, that you get a

[platelet rich plasm&f treatment with your joint, or with your knee

pain, or with your backpain RU ZKDWHYHU ZHJUH GRLQJ § $QG L\

that hard. Once somebody has, you know, agreed to 9,000 or to

15,000, getting another 1,000 is easy. It really is. So, the psychology

of sales:ah,once a person commits to a large purchase, they get a

huge endorpim rush in the pleasure spot of our brain, called the

brain reward cascade system. And the endorphins are released, and

ZH DUH OLNH pDK«Y 6DPH SOHDVXUH ZH JHW IURP GUL

KDYLQJ VH[ KDYLQJ DQ RUJDVP ,WYV WKH VDPH DUH

LW 7KDWYV ZK\ ZH NHHS GRLQJ LW 8P VR ZKHQ D
GROODUY DQG WKH\ JHW WKDW UXVK ZHYUH JI

second ability to have that rush again. And the brain is wired to want

that rush again

93. "H I H Q G Dcdwiv $elling to conswers without health problemaggressive
3X SV HO O L Qséd W epmihiatiox with their unfounded claims about stem cell
treatmentwere false, misleading, deceptiendconstitute an unfair practice.

4. 'HIHO G D Q W estindrid\Wwas DeceptiveMisleading and an Unfair Practice.

94. Defendants includ®a video testimonial bipefendanMichaelPaveyin their seminar
slideshow In the videoDefendanPaveyis pictuied with a captiorstating SOLNH 3DYH\
- \HDUV RI %$&. B8&sctibés reddvering frogears ofchronic back pain
after undergoing stem celijections at Stem Cell CentersabdGYLVHY YLHZHUV WR
VWHP FHOO WKHUDS\ D ORQJ VROLG ORRN ~
95. Defendants do not disclose in the testimonial or anywhere else in their promotional

materialsghatDefendanfPavey owns 10%of Defendant RMAIhas beeiits Chief

43 Plateletrich plasma treatment &n additionatreatment Defendants offereaften as a complement to stem cell or
exosome therapy
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Operating Officer since 201&nd that he oversedsay-to-day operations for the
company, including the internal marketing and creative.staff

96.TheU.S.Federal Trade Commission (FTC) had issued guidanceeafusstimonials
and endorsementSeel6 C.F.Rsection255 8QGHU WKH ) 7&eNthekelisaD Q FH
3SFRQQHFWLRQ EHWZHHQ WKH HQGRUVHU DQG WKH VHOOF
PDWHULDOO\ DIIHFW WKH ZHLJKW RU dobhddBdnEnisthé W\ RI1 WK
IXOO\ GLVFORVHG2555 &)5 VHFWLRQ

97.'"HIHQGDQW 3DYH\TV RZQHUVKLS VWDNH DQG UROH DV DQ
could materially impact the weight or credibility of his endorsement and should have
been disclosedDefendanrW VY IDLOXUH WR GDWHDmRWdHoN KRMA G D Q W
was deceptivemisleading and constitutes an unfair practice

5. "HIHOQ G OvwhWistkimers Were Insufficient anthey Downplayed FDA Warnings.

a. 'HIHQGDQWVY 'LVFODLPHUYV

98.Some of ' H I H Q G pra@ymatigrfal materials contain disclaimerswarningssuch as,
37KHVH VWDWHPHQWY KDYH QRW EHHQ HYDOXDWHG E\ W
considered experimental by the FDA D @®&ur products are not intended to diagnose,
treat, cure or preveld Q\ GLVHDVH ~

99. Defendants at times made limiting statements that while most consumers gspdda
to stem cell or exosome thergmpt all do. For example, in some promotional materials
'HIHQGDQWY VWDWHG WKDW 3QRW H Yidtigh\fe@ehtddgéiof SRQ GV \
patients do respond favorably and are satisfied with their results, that we feel this is a

YHU\ YLDEOH WUHDWPHQW RSWLRQ IRU FRQGLWLRQV ZH
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100.These disclaimers, warnings, and limiting statemgntany other suctisclaimer,
ZDUQLQJ RU VWDWHPHQW DVVRFLDWHG ZLWiK9'HIHQGDQW
were not sufficient to overcome tmet impression Defendants credthat stem cetr
exosome therapwereeffective to treat, cure, delay, or prevemny medical contons

and reverse the aging process

b. FDA Warnings

101.In their seminar presentatioBefendantsninimized and underminea September 2019
FDA consumer warning that cautioned the public about using unfolsteledcell
therapy
102.The FDA warning statedWKDW 3XQSURYHQ VWHP ERXO@ODWRMH XM D S DHN

It identified S SRWHQWLDO VDIHW\ FRQFHUQV IRU XQSURYHQ WL

o Administration site reactions

o The ability of cells to move from placement sites and
change into inapppriate cd types or multiply,

. Failure of cells to wdt as expected, and

. The growth of tumoré?

103.In seminars Defendants downplayed these warnings, telling consumdhetderse
effects or lack of efficacthat the FDA warns abowtere rare.

104.In an internal company training sessbafendant Travis Autor minimizeahd made
light ofthe ZDUQLQJ WKDW LQMHFWHG VWHP FHOOV FDQ 3PRYF
employees 3: KDW WKDW PHDQV LV LI \RX LQMHFW WWHP FHOO

WR \RXU DQNOH DQG WXUQ DQ HDU 7KDW GRHVQYW KDSS

4 FDA Warns About Stem Cell TherapiesS. Foob & DRUG ADMIN.,
https//www.fda.gov/consumers/consuragpdates/fdavarnsaboutstemcell-therapieglast visited July 13, 2020).
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105.In the same September 2019 consuupetate, the FDA further cautionednsumers

106.

107.

108.

109.

110.

111.

considering stem cell treatmenés follows

To do your part to stay safe, make sure that stem cell
treatment you are considering is either:

e FDA-approved, or;
e Being studied under an Investigational New Drug
Application (IND), which is a clinical investigation plan
submitted and allowed to proceed by the FDA.
In seminars, Defendantsdercut this FDA consumer guidance by contending that the
)'$ LV 3 FDXJKW LQ WKH PLGGOH” RI GLITHUHQW FRPSDQLH
implied that the guidance unfairly disfavors clinics such as theirs.
Defendantgefforts to undermineand WiUHSUHVHQW WKH )'$YfV FRQVXPHU
stem cell therapywsed in combination with their unfounded claims about stem cell

treatmentwere false, misleading, deceptiemdconstitute an unfair practice.

6. DHIHQGDQWVY &hFsQréparionatdanipact bn Older lowans

Defendants deliberately targeted older lowanth@advertisingand sale otheir stem

cell therapy and exosome therdpy, among other thingsargetingvirtually all of their

direct mailadvertisement® consumers age 60 and eid

In employedraining sessions, Defendant Travis Autor explicitly acknowledged that most
RU DOO RI '"HIHQGDQWYV peksBQVXPHUYVY ZHUH ROGHU
Defendants knew the consumers they targeted and who attended their seminars were
likely to suffer from medical pblems.

"HI1HQ G éodueMidas in willful disregard of the rights of olgerople Defendants

knew or should have known that such conduct was directed topddpleand older

peopleare substantially more vulnerable to such conduct on account of dgéhan
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factors. For these and other reasons, each qualifying civil pesai@gsed to Defendants
under the CFAshould be increased by $5,000.00 (or by such lesser amount as the Court
deems appropriate).

MISCELLANEOUS ALLEGATIONS

112. Neither all nor any part of the application for injunctive relief herein has been previously
presented to and refused by any court or justiceia R. Civ. P. 1.1504.
113. In anaction by the State, no security shall be required of the Statex R. Civ. P. 1.a7.

COUNT 1
CONSUMER FRAUD ACT VIOLATIONS

114. The introduction and Paragraphd13are incorporated herein.
115. ' HIHQGDQWVY DFWV DQG SUDFWLFHV YLRODWH WKH SURK
against misleading, deceptive, and unfair acts and practoe otherwise violate that
subsection of the CFA.
116. Although it is not necessary to establish reliance, damages or intent to deceive to obtain
injunctive relief or reimbursements under the CFA, establishing these factors
(particularly intent) is nevertless relevaninter alia WR WKH &RXUWYfV GHWHUPL
appropriate scope of injunctive relief and the appropriate amount of civil penalties. Those
acts and practices of Defendants in vialatof subsection (2)(a) of ti&FA alleged in
this Court would in fact induce reliance on the part of conswmgms, would in fact
cause damage to consumers, and/or were in fact intentional.
COUNT i
OLDER IOWANS ACT VIOLATIONS

117. The introduction and Paragrapltr 116are incorporate herein by reference.
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118. ' HIHQGDQWYTYV YLRODWLRQV RI WKH &)$ ZHUH FRPPLWWHG
meaning of lowa Code section 714.16A, and give rise to the penalties set forth in that
provision.

PRAYER

Plaintiff prays the Court grant the follomg relief:

A. Pursuant to lowa Codsection714.16(7), and upon further request by Plaintiff separately
addressed to the Court, enter a preliminary injunction restraining Defendants, and each of
WKHP DQG DV DSSOLFDEOH HDFK VXFK "HIHQGDQWYV G
employees, @ents, servants, representatives, subsidiaries, affiliates, successors, assigns,
merged or acquired predecessors, parents or controlling entities, and all other persons,
corporations, and other entities acting in cohoeparticipating with Defendants wh
KDYH DFWXDO RU FRQVWUXFWLYH QRWLFH RI WKH &RXUW
deceptive, misleading, and unfair practices alleged in this Petition or otherwise violating
the Consumer Fraud Act.

B. Pursuant to lowa Codsection714.16(7), aftetrial on the merits, make permanent the
abovedescribed injunctions, expanding their provisions as necessary by inclmdéng,
aia VXFK 3IHQFLQJ LQ" SURYLVLRQV DV DUH UHDVRQDEO\
and other enjoined persons and eaditilo not return to the unlawful practices alleged
herein, or commit comparable violations of the law.

C. Pursuant to lowa Codeection714.16(7), enter judgment against Defendants, jointly and
severally, for amounts necessary to restore to lowans all money acquired by means of

acts or practices that violate the Consumer Fraud Act.

32



E-FILED 2020 JUL 16 8:37 AM POLK - CLERK OF DISTRICT COURT

. Pursuant to Jowa Code section 714.16(7) enter judgment against Defendants, jointly and
severally, for such additional funds as are necessary to ensure complete disgorgement of
all ill-gotten gain traceable to the unlawful pracﬁces alleged herein.

. Pursuant to Iowa Code section 714.16(7), enter judgment against each Defendant for up
to $40,000.00 for each separate violation of the Consumer Fraud Act.

. Pursuant to Towa Code section 714.16A, the Older Iowans Law, enter judgment against
each Defendant for a civil penalty of up to $5,000.00, to be added to each civil penalty
imposed under the Consumer Fraud Act.

. Award Plaintiff interest as permitted by law.

. Pursuant to Iowa Code section 714.16(11), enter judgment, jointly and severally, against
Defendants for attorney fees and state’s costs.

Retain jurisdiction as necessary to ensure full compliance with the pertinent provisions of
the Consumer Fraud Act and the Older Iowans Law, and with the Court’s orders.

Assess court costs against Defendants.

. Grant such additional relief as the Court deems just and equitable.

Respectfully submitted,
Thomas J. Miller
Attorney General of Iowa

By: /.Q;"« ,%Lf“

AmY Licht()
Andrew Cederdahl
Assistant Attorneys General

Hoover Building

1305 East Walnut Street, 2™ Floor
Des Moines, IA 50319

(515) 281-5926

Amy licht@ag.iowa.gov
Andrew.cederdahl@ag.iowa.gov
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